Chapter 11

PHARMACY

11.1. Purpose. The primary purpose of the pharmacy isto provide quaity pharmaceutica services that comply
with al appropriate medico-legd requirements aong with cogt effective drug and medica supply management
services. Pharmaceutica services will be in compliance with al appropriate federd rules and regulations guiding
the practice of pharmacy. The gpproved drug formulary is provided as

Appendix D.

11.2. Staffing. The pharmacy department at the DIHS medicd facilities shdl be directed by a pharmacist
(Chief Pharmacist) who shall be appropriately licensed and who shall report to the HSA. The HSA will provide
generd guidance for the operation of the pharmacy service within the framework of the medicd facility and the
regulations and standards of the DIHS. Technica and administrative supervison will be provided as necessary
by the Pharmacy Consultant, DIHS and/or the Chief, Field Operations.

11.2.1. Non-Professional Pharmacy Personnd (technicians, aids, etc.). Non-professond pharmacy
personne work directly under the supervison of apharmacist such that the chief pharmacy officer isfully
aware of dl of the technician's activitiesinvolving the handling of medications. All assigned duties of the
technician shal be congstent with their training and experience.

11.2.2. Coverage During Absence of Phar macist.

C If the pharmacist will be gone for aweek or longer, the HSA will either obtain the services of a
contract pharmacist or will arrange the Telepharmacist coverage.

C For periods of time less than one week, a pharmacy technician or properly trained and oriented RN,
NP or PA may be assgned to prepare prescriptions for dipensing. A physician or dentist will
subsequently check the prescriptions for accuracy and sign-off on the dispensing in the medicd record
before medication is ddivered to patient.

11.2.3. Orientation of Phar macy Personnd. The purpose of an orientation isto develop an
understanding of the purpose, function, responsbilities of the department; and its relationship to other DIHS
departments, services and personnd.

The method will be as follows:
C Introduction to exigting department staff
C Explanation of job description and duties
C Explanation of expected levels of job performance
C Completion of orientation to pharmacy areas explained

11.3. Regulationsand Standards. The Chief Pharmacist will be responsible for the purchase, the inventory
control, and the record keeping of al Drug Enforcement Administration (DEA) controlled substances and DIHS
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restricted items. The pharmacy service will comply with al gppropriate PHS, DIHS, DEA and other federd
regulations, NCCHC standards, and al appropriate national standards of practice.

DIHS pharmacigts are respongible for insuring compliance of the above policies and are encouraged to maintain a
copy of nationd guiddines promulgated by the American Society of Hedth System Pharmacigts. These guiddines
are ameans of assuring comparability with nationd, private sector, and pharmacy practice standards.
Additiondly, each medicd facility should be on the mailing ligt for the Food and Drug Adminigtration (FDA)
informationa bulletins relating to adverse drug reactions and drug recalls.

11.3.1. DEA Registration. The DIHS pharmacit is responsible for securing and maintaining a current
DEA Regigration Number. In the absence of a pharmacist, the Clinical Director will perform this duty.

11.3.2. StateLicensure. Sincethe DIHSisajoint venture of two federd agencies (INS and PHS), the
DIHS pharmacies will neither obtain nor maintain state pharmacy licenses. Questions related to date
pharmacy licensure requirements shal be referred to the DIHS Pharmacy Consultant for either explanation
and/or assstance in resolution.

11.3.3. Pharmaceutical Company Representatives. Entry into amedica facility by pharmaceutica
company representatives shal require INS OIC approva. Such gpprova shdl be obtained by the pharmacist
through the HSA. Pharmaceutica representatives shdl be limited to non patient care areas and shdl be
excluded from dl detainee areas for safety and security reasons. Pharmaceutical samples can only be left with
the pharmacy and their use limited by drug formulary policy. Non-formulary sample products must be
approved for use by the Pharmacy and Therapeutics Committee in the same manner as those products being
requested for addition to the formulary. All sample products will be controlled and dispensed by the

pharmacy.

11.4. Pharmacy and Therapeutics (P& T) Committee. The National P& T Committee shal be responsible
to serve in an advisory capacity to the Executive Council, in dl areas related to drug and medica supply
management. The P& T Committee's primary functions shal be to assure quality and cost effective support of
clinicd and adminigtrative services as well as compliance with appropriate sandards. Thisincludes, but is not
limited to:

C Deveoping and maintaining anationa formulary of pharmaceutical and medica supplies

C Evduating clinicd data, literature and fidd input for the purpose of formulary modificeation

C Reviewing and re-evauating the list of items available on emergency carts, first ad kits, and toxicology kits

C Reviewing dl drug experience and drug defect reports

C Monitoring and reviewing the use of approved drugs for non-approved uses

C Providing recommendations after consultation regarding appropriate personnel, equipment and space for
effective and efficient pharmacy and medica supply

C Reviewing and gpproving, in conjunction with other DIHS Consultant, extender prescribing privileges
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11.4.1. Committee Membership: The Chairperson may bring in specidty consultants as needed for
committee membership. Otherwise, DIHS P& T Committee shal consis of the following voting members:

C Physician, Chairperson
C Pharmacist, Secretary
C Nurse, Member

C NP/PA, Member

C Adminigtrator, Member

11.4.2. Meetings. Members shal meet annudly and supplementaly, when necessary, via conference
telephone calls. Items for agenda consderation should be submitted to the Secretary at least two weeks prior
to eech meeting. The Secretary shall discuss recommendations and follow-up requirements with the
Chairperson and prepare and disseminate an agenda at least 5 days prior to each scheduled mesting.

11.4.3. Minutes. A permanent record (minutes and other documentation) of proceedings and activities will
be kept on file with the Secretary. Copies of the minutes will be circulated in atimely manner to the members
of the Committee and the Locd Governing Body. The HSAs will disseminate them to dl dinicd gaff on-site.

11.5. Drug Formulary. Each medicd facility shdl use the DIHS nationd drug formulary. The formulary isa
listing of dl of the pharmaceuticals approved for routine use by the clinical staff of the DIHS. No drugs except
those listed in the formulary shall be routindy purchased or supplied.

11.5.1. Inventory. Smdler facilities may dect not to stock dl of the available drugs as aresult of practice
or storage limitations. It is recommended that each medica facility stock at least one drug in each of the
avallable drug classesin order to provide a viable thergpeutic dternative and to minimize costs and problems
related to the writing and acquisition of contract prescriptions.

11.5.2. Non-Formulary Requests. Authorization for use of items not in the formulary should be requested
from the senior daff physician through the pharmacist. A Request for Non-Formulary Medication (Form
IHS-177) must be completely filled out by a prescriber for each non-formulary drug prescribed. After
goprova by the senior gaff physician, it shdl be forwarded to the pharmacist. These forms will then be sent to
the DIHS Medica Director or the Pharmacy Consultant as required.

Non formulary medications that are localy initiated require gpprova by the Chief, Clinicd Services. Non
formulary medications that detainees were stabilized on prior to arrival at SPCs do not require this gpprovad,
but a copy of the request must be forwarded to the Pharmacy Consultant.

11.5.3. Drugand Medical Supply Sour ces. The Veterans Adminigtration Prime Vendor Program isthe
mandatory first source for dl Pharmacy and Medica Supplies. If Prime Vendor is unable to supply the
needed item(s) in the time frame required, other possible sources include the PHS Service Supply Service
Center at Perry Point, Maryland, Defense Depots and Military Ingtdlations, or private vendors with Federd
Supply Schedule Contracts. When arequired item is not available from any of these sources or when thereis
an emergency requirement for a specific item, the pharmacist may utilize aloca pharmacy or other
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wholesdler. Such loca purchases, however, should be limited as costs are sgnificantly higher than for the
sameitem from afedera source.

11.5.4. Storage and Ingpections. Drugs shdl be stored separately by the type of drug category in addition
to temperature, flammability and security requirements and manufacturers recommendations. When storage
space permits, drugs will be stored in dphabeticd order, by generic name, within each of the following
categories.

C Ord - Inhdant

C Ord - Internd

C Externd - Topica
C Injectable

C Ophthamic

C Otic

C Nasd - Inhdant

C Narcotics and Controlled Substances
C Abusable Supplies
C Hammable Items
C Thermoladbile Items

11.5.4.1. Inspection. The pharmacig, or trained designee, shdl physicaly inspect dl drug Sorage
areas on amonthly basis to assure the absence of expired, recaled or deteriorated drugs, the proper
condition of stored drugs, and compliance with manufacturer's sorage recommendations.

11.5.4.1.1. Checklist. The pharmacist shal develop a standardized inspection checklist to be used
to document the monthly ingpections. Completed copies will be maintained in the pharmacy files.
The pharmacist shdl assure that problems or deficiencies identified during the monthly ingpections are
documented and corrected when possible. Items beyond the redm of the pharmacist will be referred
to the HSA for correction.

11.5.4.2. SurplugExpired Drugs. The pharmacist shal designate and clearly mark a specific secure
areawithin the medica facility for the storage of surplus or expired drugs pending appropriate disposal.
The pharmacist shdl dispose of surplus/expired drugs as necessary in accordance with the HHS Materid
Management Manud. If the surplus/expired drug is a narcotic or controlled substance, it will be disposed
of according to indructions from the DEA.

11.5.4.3. Temperature Monitoring - All medications will be maintained insde atemperature range
indicated by their manufacturer as being appropriate for long-term storage. Room temperatures will be
maintained between 59 degrees F and 80 degrees F. Medications labeled as "Keep Refrigerated” will be
maintained between 34 degrees F and 46 degrees F. A daily check will be made to assure the room and
refrigerator temperatures are within limits. The temperatures will be logged on the "Dally Refrigerator &
Room Temperature Log". Food products will not be stored in refrigerators designated for medication
storage.
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11.6. In-Service Education. Pharmacigswill provide in-service education to DIHS staff on appropriate
pharmacy, drug, or medica supply management topics as funds and time are available to support these activities.
The pharmacigt shdl maintain afile with the following information for al in-services provided:

C In-Service Date(s) and Time(s)

C Titleand Outline of Presentation or Copy of Handout
C Sgn-In Ligt of Audience Present

C Name and Title of Presenter(s)

11.7. Reportsand Forms. The following reports shal be prepared and sent through the HSA to the Chief,
Field Operations and the Pharmacy Consultant:

11.7.1. Quarterly Narrative Report. The pharmacist shal submit a Quarterly Narrative Report of
Activities, by the 10th day of each of the following months. October, January, April and July. The report
should include accomplishments, problems and measures taken for resolution, meetings attended and facilities
vigted.

11.7.2. Workload Statistics. Workload statistics will be submitted on amonthly basis, and should include:

C Outpatient prescriptions

C Clinic/supply issues

C Drugsissued for dispensing according to RN protocols
C Night nursing cabinet issues

C 24-hour cat filling units

C Unit dose pre-packs

C Multiple dose pre-packs

11.7.3. Other Reports. The pharmacist shall complete a Medwatch Report (FDA Form 3500) after each
reportable adverse event or product problem and aMedica Device and Laboratory Product Problem
Reporting Form FDA-2519F after each reported product problem.

The pharmacist shdl forward the completed origind to the FDA with copies to the pharmacy files (not all
problems meet the reporting requirements, ingtructions on the forms should be reviewed prior to filing these

reports).

11.7.4. Forms. Standardized forms shdl be used within the pharmacy service. These forms may be
ordered at http://propshop.psc.gov. The pharmacist shall assure availability of the following PHS and Generd
Services Adminigration Standard Forms:

CIHS-17-2  Prescription Blank
CIHS-174  Monthly Report for Narcotics and Other Controlled Substances
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C HRS-176  Perpetud Inventory of Narcotics and Other Controlled Substances Pharmacy)
CIHS-248  Pharmacy Requistion
C HRS-251  Drug Sensitivity Label
CIHS-335  Pharmacy Chronological Control Log

11.8. Prescribing Medication. The following disciplines are authorized to prescribe medications for detainees
a DIHS medicd facilities:

C Physdans
C NP/PA (Under approved guidelines, a copy of which is maintained in the pharmacy)
C Registered Nurses (Under gpproved guidelines, a copy of which is maintained in the pharmacy)

Any prescription written for anarcotic or controlled substance by a NP/PA shdl be cosigned by the supervising
physician prior to digoensing.

Contract providers empowered to prescribe medications by thelr state licenang agencies are authorized to
prescribe medications for detainees referred to them for care. The DIHS pharmacist will orient the contract
providersto the formulary system and provide the contractor with acopy. The pharmacist will mantain an up-to-
datefilefor each authorized provider, to include typed or printed full name, title, legd signature, socia security
number, and DEA number.

11.8.1. Writing Prescriptions. All in-house prescriptions shall be written under the plan section of the
SOAP format on either the Chronologica Record of Medica Care (Standard Form 600) or other approved
sheet. Additionaly, prescriptions to be filled by contract pharmacies and prescriptions for narcotics and
controlled substances shal be written on a separate prescription blank (IHS 17-2). All prescriptionsto be
filled a a contract pharmacy shdl authorize generic subgtitution unless pre-approved for a specific brand
name product by the senior aff physician. All prescriptions shdl be prescribed by their generic name.
Brand name products require a completed and approved Request for Non-Formulary Medication Form
(IHS-177). No drug abbreviations shal be used.

Each prescription shdl include the following information:

C Date of order

C Detaineg's name and Alien Number

C Drug name, dosage form, strength and quantity

C Directions for use

C Rfill information, when appropriate

C Provider's samped name, title and legd signature

C DEA or PHS socid security number when anarcotic or controlled substance

11.8.2. Verbal Prescription Orders. Verba prescription orders shdl be limited to after-hours or
emergency Stuations. Verba prescription orders may be communicated by an authorized provider to the
pharmacist. Verba ordersfor an emergency prescription, except for Schedule Il narcotics, may also be
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communicated to aregistered nurse or NP/PA, but must be cosigned within 72 hours by the responsible
provider. All verba orders for medication must be reduced to writing in the detainee health record as soon as
possible after receipt by the provider recelving the verbd order.

Verbd ordersfor Schedule Il drugs may only be accepted by the pharmacist in accordance with al
gpplicable DEA requirements. These prescriptions will immediately be reduced to writing on a prescription
blank and cosigned as described above. If Schedule I narcotics are necessary for emergency use, then
cosignature must occur within 24 hours or by the end of the next business day.

11.8.3. Automatic Stop Orders. Medicd facilities shal comply with automatic stop ordersfor DEA
controlled substances, psychotropic drugs, and other prescribed medications for which patient compliance
should be monitored. Automatic stop orders shal be enforced whenever a prescriber does not specificaly
define the duration of drug therapy. A new prescription is required upon expiration of the listed time limits.
No maintenance drugs for chronic conditions, however, shal be discontinued without prescriber concurrence.
Medications shdl not be put on hold.

Enforcement procedures for automatic stop orders shall be determined and implemented at the loca levd.
The following automatic stop orders gpply:

SHORT-STAY UNIT PATIENTS

Therapeutic Category Automatic Stop Order (time)
Large Volume Parenterds 48 Hours
Narcotics and Controlled Substances 96 Hours
Antibiotics 96 Hours
Anticoagulants 96 Hours
Steroids 96 Hours
All Other Drugs 7 Days
AMBULATORY PATIENTS
Therapeutic Category Automatic Stop Order (time)
Narcotics/Controlled Substances 14 Days
Psychotropics 14 Days
Antibiotics 14 Days
Steroids 10 Days
Initid Chronic Medications 14 Days
Maintenance Chronic Medications 14 Days

These limits apply only when the provider does not specify alength of therapy or number of dosesto be
dispensed. The maximum number of days therapy that a provider may order for a detainee is described in
Medicd Policy. Current INS policy places atwo week limit on the amount of medication that may be given
to the detainee at one time. The pharmacy will refill the prescription in two week suppliesto cover the period
of therapy requested by the provider.
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11.9. Ambulatory Care Prescription Filling. All prescriptionswill be dispensed and administered in
accordance with the following:

C Ambulatory care patient prescriptions must befilled by ether a pharmacist, physician, or designee working
under the direct supervison of an physician.

C The pharmacist or designee shal review each prescription request and the hedlth record prior to itsfilling.
All questions that arise with respect to each outpatient prescription shal be resolved with the responsible
provider prior to digoensing the prescription.

C The pharmacist or designee shdl enter the following information adjacent to each prescription prior to
dispensing the medication:

C Prescription number
C Any darifying information
C Stamped name/sgneature and title

C All ambulatory care patient prescriptions prepared in the absence of a pharmacist shdl be reviewed by the
physician or dentist prior to dispensing. Those prescriptions for narcotics and/or controlled substances or
prescriptions that will accompany the detainee upon discharge MUST be dispensed by a physician in the
absence of apharmacig.

C All precriptions dispensed shal be issued an individua pharmacy control number. The prescription number
will be slamped next to the prescription in the hedth record. Prescription numbers will be generated
through the computer or through the use of Bates stamps.

C The pharmacist shall assure that al medications are properly labeled so as to conform with federa
regulations. In addition to the medica facility name, address, and pharmacy phone numbers, prescription
labds shdl contain a least the following information:

C Prescription number

C Date of prescription

C Detainee name and Alien Number

C Drug name, strength and quantity

C Directionsfor use

C Prescriber name and title

C Pharmacis's name or initials

C DEA Cautionary Labedsif anarcotic or controlled substance and auxiliary labels

C Prepackaged items for after hours ambulatory use shal be labeled with the necessary auxiliary labels and
with alabel containing the name, strength, quantity, and generd directions for use affixed to the container.
The practitioner dispensng the medication will fill in the dete, detainee name and Alien number, and
prescriber name and title. The affixed labe should be able to accommodate this information.
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C Intravenous medication for short-gtay unit or outpatient use shall be labeed with the gppropriate auxiliary
labels and with alabel containing the name, strength, quantity, and specific directions for use.

C The pharmacist shdl assure the availability of prescription, auxiliary and prepackaging labels.

C DIHS gaff will enter dl rdlevant drug sengtivity informetion (ie. Penicillin dlergy, etc.) under the drug
sengtivity section of the Medication Profile Form (DIHS-840) in large, print bold.

C All detainees will be postively identified prior to their receiving medications from pharmacy daff.

C No medications will be dispensed to detainees in glass containers (except Nitroglycerin). Medications
purchased in glass stock containers will be transferred to approved plagtic prescription containers.

11.9.1. Compounding. All compounded medicationswill be considered non-formulary items. A non
formulary request form must be gpproved prior to compounding. The pharmacist will either compound the
required prescription or refer it to a contract pharmacy. The pharmacist shall assure that adequate records
and controls are maintained for each compounded item. All compounded item labels shdl carry an
appropriate expiration date based on the expiration dates of each ingredient.

11.9.2. Ambulatory Medication Profile. An Ambulatory Medication Profile shal be maintained in the
hedlth record for each detainee receiving medication. All medications dispensed by the pharmacy shal be
entered on the Ambulatory Medication Profile prior to digpensing or issuance. The generic drug name,
dosage form, strength, instructions for use and the quantity dispensed or issued shdl be entered in the
Ambulatory Medication Profile for each drug order. Each page of the Ambulatory Medication Profile will
contain complete patient information on the bottom left corner.

Thisinformation may be embossed from the patient card, or alabel generated by the DIHS medica records
System.

11.9.3. Prepackaging. Prepackaging of pharmaceuticals shdl be tailored to the medical facility
requirements and standardized in operation. The pharmacist shdl utilize products that are commercidly
availablein ether unit dose or unit of issue Szeswhen possible. All prepackaged medication labels shall
contain the drug name, dosage form, strength, quantity in prepack, prepack control number, and expiration
date (6 months from date prepackaged or manufacturer's expiration date if less than 6 months shelf life
remains).

When the item must be prepackaged, the pharmacist shall assure that records are maintained for each
prepackaged item and contain the following:

C Control number

C Date

C Drug and strength

C Manufacturer

C Manufacturer's control or lot number
C Manufacturer's expiration date
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C Prepackage size
C Amount prepackaged
C Nameor initids of individua doing prepacking/checking of prepacking

A seven digit control numbering system will be utilized as follows:

C Thefirst two numbers represent the month

C The second two numbers the year

C The last three numbers represent the chronologica order in which prepackaged, beginning with 300
For example, 0495303 is the third item prepackaged in April 95.

11.9.4. Patient Package Inserts (PPIs). The pharmacist will maintain asupply of PPIsfor dl drugs on the
formulary requiring such PPIs. PPIswill be provided with each new prescription for each medication
requiring such an insart and documented in the health record.

11.9.5. Medication Dispensing I ncidents. Medication dispensing incidents shdl be reported,
documented and reviewed by the PI Committee. Medication dispensing incidents include, but are not limited
to thefollowing:

C Incorrect drug or strength issued or dispensed

C Drug container incorrectly labeled

C Medication order in hedth record not filled/dispensed
C Medication dispensed to the wrong detainee

Medication dispensing incidents require immediate notification of the prescriber or the physcianon cdl. A
Medica/Drug Incident Report QMD 010 will be completed for any of the above described medication
dispensing incidents by the individua directly responsible for the incident. The completed form will be
forwarded to the individud's immediate supervisor with acopy to the HSA. The senior staff physician will
routinely review medication dispensing incidents at Performance Improvement meetings.

11.9.6. Medication Administration. The following disciplines are authorized to administer medications to
detainees:

C Physdans

C Dentigts

C NP/PAs

C Registered Nurses

C LPN/LVNs

C Pharmacists

C INS detention officers and contract guards, after appropriate training

C Contract providers empowered to administer medications by their Sate licensing agencies

11.9.6.1. Pill Line - The pharmacist shdl develop and implement a distribution system for supervised
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dosing of restricted medications at al medical facilities. Procedures at each medicd facility shal take into
condderation saffing, hours of operation, equipment and space. The following medications will be
adminigtered through this system:

C All narcotics and controlled substances.

C All psychotropic medications.

C Any other drug that the local P& T Committee determines should be restricted because it lends
itself to abuse.

C Any medication for which the dinicd director feels patient compliance should be monitored. See
Fill Line SOP 11.9.6.1.

11.9.6.2. Digribution of OTC's by Detention Enfor cement Officers (DEO) and Contract
Security Officers. Tylenol (Acetaminophen) 325mg will be avallable in the camp for distribution by
trained DEO or Contract Security Officers. A log will be kept to monitor utilization of this medication.

11.9.6.2.1. Procedure. The pharmacist or amedica provider will prepare and provide 50 unit
doses of 2 tablets each for the camp aong with a Tylenol Didtribution Log (HSD form 60). Each
officer will be trained to give two tablets for pain or fever upon a detainee s request. The officer will
document in the log sheet the date, name, and amount given.

The dosage may be repeated in 3 to 4 hours and again documented in thelog. If moreis requested
by the detainee, he/she will be ingtructed to complete asick cal request to be seenintheclinic. A
new supply of Tylenal will only be given when a completed log sheet is submitted. The utilization of
Tylenadl in the camp will be monitored for appropriateness of distribution and documentation by the
pharmacist or medicd provider through the Performance Improvement Committee.

11.9.7. Telepharmacy/Mail Order Pharmacy Services. In selected facilities where prescription volume
isnot sufficient to judtify the services of an on-Site pharmacist or where the position of pharmacist cannot be
filled, pharmacy services may be provided viaa mail order pharmacy contractor or atelepharmacy system.
Under the telepharmacy system, a DIHS staff pharmacist a aremote site will receive orders from loca
providers, review them, and input them into the telepharmacy computer system. This sysem will then send a
sgnd to acomputer controlled dispensing unit a the loca facility which will issue alabd and pre-packaged
container of medication. Since the facilities using these programs are each unique, specifics on these
operationswill be st forth inloca operating procedures at each facility.

11.10. Narcoticsand Controlled Substances. Medicd facilities shal comply with dl gopropriate DEA and
PHS regulations and policies relaing to the control, accountability, and security of narcotics and controlled
substances.

The pharmacist is responsible for the receipt, storage, security, digpensing, and maintenance of appropriate
records for al narcotics and controlled substances (including acohol and spirituous liquors) and abusable supplies
procured by or transferred to the medica facility pharmacy. The Chief Nurse isresponsible for the storage,
security, adminigtration, and maintenance of appropriate records for al narcotics and controlled substances
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(including acohol and spirituous liquors) and abusable suppliesissued to the Nursing Service. In the absence of a
Chief Nurse, the HSA will designate another health care provider to assume these responsibilities.

11.10.1. Routinelnventories. A perpetud inventory control system shal be maintained for al narcotics
and controlled substances and for al abusable supplies (ie. syringes, needles, prescription blanks, etc.) stored
in the pharmacy. The pharmacist will conduct a physical inventory of al narcotics and controlled substances
assigned to the pharmacy at least once monthly, preferably on the last working day of each month. A copy of
the monthly inventory report (IHS-174) will be maintained with the controlled substance records. The
Pharmacy Consultant will audit narcotics and controlled substances records during periodic Site vists.

11.10.2. Biennial Inventory. The pharmacigt will conduct abiennid inventory of dl narcotics and
controlled substances in accordance with DEA regulations and using the following criteria. The inventory shdl
be maintained by the pharmacist and filed with the controlled substances records.

C Inventory includes dl narcotics and controlled substances in the pharmacy and throughout the medical
fadlity.

C Inventory is conducted either at the beginning or end of the workday on May 1st of each odd
numbered year.

C Inventory is recorded on either an approved DEA form or alocally generated form that includes the
drug name, dosage form, strength, and quantity of each narcotic or controlled substance. Theligtis
followed by the name, address and telephone number of the pharmacy, date and time of the inventory,
and the printed name, title, and lega sgnature of the pharmacist conducting the inventory.

11.10.3. Transfer of Custody. Changesinvolving personnel having custody of narcotics and controlled
substances require awritten transfer of such custody. Whenever possible, ajoint inventory by the departing
and arriving custodians will be taken, utilizing a Transfer of Cugtody of Narcotics and Spirituous Liquors
Form (HSA-245).

Whenever ajoint inventory is not possible, the physician designated by the HSA shdl temporarily accept
custody until arriva of the replacing custodian. The physician will assure compliance with transfer of custody
requirements in the absence of the assigned pharmacit.

11.10.4. Prescriptionsfor Narcoticsand Controlled Substances. A prescription order for a narcotic or
controlled substance may be issued only by a physician, dentist, or other registered practitioner who is:

C Authorized to prescribe narcotics and controlled substances by the jurisdiction in which licensed to
practice their profession

C Regigtered under the Controlled Substances Act or exempt from such regigtration (i.e. military and PHS
Physicians)

When narcotics and controlled substances are prescribed by a NP/PA, such prescriptions shdl be cosigned
by an authorized physician prior to digoensing or administration. During the hours that a pharmacy is closed
or in the absence of the pharmacist, narcotics and controlled substances may be dispensed only by the



Chapter 11, Page 13
May 1, 2001
physician or through a contract pharmacy. Nurses may administer a narcotic or controlled substance upon
orders of a physician for ashort-gay unit patient or as a one-time dose.

A prescription order for a controlled substance may be given verbaly or by telephone by a aff physician and
accepted by the mid-leve practitioner, but this order must then be cosigned by the ordering physician within
24 hours or the close of the next clinic working day.

11.10.5. Record Keeping. Medication orders for DEA controlled substances will be signed/cosigned by a
physician/dentist, and will be accompanied by a properly completed Prescription Blank Form (HRSA 17-2).

The pharmacist shall develop specific record keeping procedures for narcotics and controlled substances that
comply with DEA, DIHS and medicd facility requirements and that include, but are not limited to requisitions,
receipts, individua prescriptions, issuance to other medicd facilities, and use in bulk compounding.
Discrepancies in count involving narcotics and controlled substances should be documented by the DIHS staff
person discovering the discrepancy.

In cases of recurring shortages or loss of a sgnificant quantity of narcotics or controlled substances, a
complete investigation and written report shal be made to the Chief, Clinical Services, through the HSA, with
a copy to the Pharmacy Consultant. The gppropriate DEA Office shdl be notified of any theft or Sgnificant
loss of anarcotic and controlled substance. DEA Form 106 (obtainable from DEA) will be completed and
forwarded to that office, with appropriate copies to the pharmacy file, HSA, and the Pharmacy Consultant.

11.11. Security. Pharmacies and drug storage areas shal be secured at dl times and access shdl be limited to
gpproved DIHS gtaff. The HSA will work with loca INS adminitration to assure thet each pharmacy and drug
storage area have adequate locking devices. The pharmacist will assure that al narcotics and controlled
substances are stored in either a safe or alocked cabinet within the locked pharmacy or drug storage area.

11.11.1. Emergency Medicationg/Supplies. Emergency drugs and medicd suppliesshdl be storedina
locked cabinet ble only to the person in charge. An inventory control system shal be maintained for
the contents of the emergency/night cabinet.

11.11.2. Non-DIHS Staff. Contract pharmacists should have access to the pharmacy in order to assure
continuity of carein the absence of the pharmacist. Non-medica personnd (e.g. custodians or contract
workers) must be accompanied by DIHS staff at dl times when in the pharmacy or drug storage aress.

11.11.3. Detainee Workers. Detaineeswill not be alowed access to the pharmacy or to drug storage
areas except for housekeeping purposes. In those instances, detainees must be directly supervised by INS
geff a dl times.

11.11.4. Key Control. Only desgnated DIHS gtaff shal normally have direct access to the pharmacy in the
form of keys or knowledge of the door lock combination. Thisincludes the pharmaci<, the pharmacy
technicians, and the physician.
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11.12. Drug Recall System. The DIHS, in accordance with the FDA has established a drug recal system. All
drugsthat are recaled by the manufacturer or the FDA will be removed from use and handled according to the
indructionsin therecdl. The pharmacist a each SPC is responsible for recording lot numbers a the time
pharmaceuticas are checked in. On receipt of drug recdl from depots, manufacturers, or from the FDA
Enforcement Reports, the pharmacy will immediately determine if the recal pertainsto pharmaceuticals in sock
by checking lot numbers againg those involved in the recdl. All medicationsinvolved in the recdl will then be
collected from dl locationsin the clinic. All recaled products obtained should be separated from normal
operating stocks and marked "QUARANTINED-DO NOT USE" until they are picked up and returned to the
manufacturer.

In the case that the product recdl is of subgtantive clinica significance, dl active detainees who may have received
the medication should be notified of the recdl and evauated for complications resulting from the administration of
thedrug. A written log should be kept of al recdls, including the action taken and the results.

11.13. Patient Medication Counsdling. Detaineeswill receive counsding pertinent to the medication they are
receiving at the time of dispensation, which includes the following:

Directions for use, including frequency of adminidration
Sgnificant Sde effects

Purpose or pharmacologica action of the medication
Potentia interactions with other medications or food
Any other information that may be relevant

The counsdling may be given by verbd ingtruction, written materias, or a combination of both. Medication
counsding maerids are avalable in both English and Spanish for most medication contained in the formulary.
Some materials are available in other languages, such as Haitian, Creole, Chinese, etc. SPC Pharmacists can
contact the DIHS Pharmacy Consultant regarding the availability of these materias. SPC Pharmacists are
encouraged to have trandations of medication counsding made in the languages of the detainees of that facility, if
trandation services are available. Copies of trandations should be forwarded to the DIHS Pharmacy Consultant,
so that they can be shared with other facilities.

If written counsdling materids are not available in the language the detainee speaks, the pharmacist should take
advantage of English-based materids that have pictograms indicating times of day, food, bed-time, etc. If
language barriers severely limit communication, with the detaineg's consent, another detainee may be used to
trandate the information. However, the accuracy and the qudity of the trandation may vary.

11.14. Biomedical Safety Certification. All dectrica equipment located in the pharmacy must be checked
and certified by a Biomedica Equipment Technician.

11.15. Backing of Pharmacy Program Data. Datawill be backed up onto aremovable disk system (CD-
RW) once aweek.
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An"off-ste" disk backup will be performed weekly and this data disk will be stored in a secured area away from
the pharmacy.

11.16. Incoming Detainees Medications. All medications brought into DIHS detention facilities by detainees
must be turned over to the medica provider during medicd screening. The provider will examine the medications,
document them in the detainee record, and determine if they are ill necessary and appropriate for the detainee.
The medications will then be placed into the detaineg's property (provided detainee does not have accessto
them) and medication stocked by the clinic pharmacy issued if thereis ill avalid need for this particular thergpy.
If detainee arrives at atime when the pharmacy is closed, and the provider fed s the detainee requires the
medication, the medication should be placed on the "pill lin€" and administered on a dose-by-dose basis until the
pharmacist can process the new prescription.

If the medication is not stocked by the clinic pharmacy and if the provider feds that a comparable subgtitute is not
available, the detainee's medication may be used. If additiona medication is needed, the Non-Formulary
Medication Request Form (IHS-177) will befilled out and forwarded to the Pharmacy Consultant. Only
medications that are properly labeled and bear clear markings on the tablet/capsule to indicate legitimate
manufacturer will be used. Detainees will be dlowed to keep inhaers and nitroglycerin that are in their
poSssession.

11.17. Possession of Medications by Detainees. Detainees may only possess medications that were
ordered by or reviewed and approved by DIHS providers. Medications that may not be possessed by detainees
a any time include controlled drugs and psychotropic agents. A detainee may only possess one container of a
particular medication at any given time and prescription medications must be labeled with the detaineg's name. If
adetaineeisfound in possesson of more than one container of a particular medication or prescription medication
that is not labeled with their name, it will be consdered contraband and be grounds for possible disciplinary action
by INS officids. Detainees will be alowed to possess only reasonable quantities of over-the-counter (OTC)
medications. A reasonable quantity is defined asa 3 day supply. Detainees will only be alowed to possess a 14-
day supply or asingle unit (inhaers, eye drops, €tc.) of any prescription medication. Quantities in excess of these
amounts will be turned back into the clinic for appropriate digpogtion.

11.18. Drug Utilization Evaluations. Drug Utilization Evaduation isamandetory function & al DIHS facilities.
The CD isresponsble for assuring this function is carried out. If thereis a pharmacist assgned to the facility,
they will conduct the studies. If the facility has no pharmacist on gaff or if the postion istemporarily vacant, the
CD will perform the studies or delegate the task to another staff member. Lack of a staff pharmacist will not be
grounds to ignore this requirement.

The functions may be broken down and shared with staff asfollows:
C Identification of areasto study and development of criteria should be a collaborative effort between the

CD, HSA (cost is one of the factorsin developing criteria), and providers assigned. This can be reviewed
and approved at the staff and Pl meetings.
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C Identification of chartsfaling into the criteria. This can be done viathe mall order billing summaries or
computer searches, depending upon the system used at the facility.
C Pulling of charts would be the responsibility of the records department.
C Find review of the charts againgt the established criteriawould be done by the CD or another designated
provider.

Ultimately, the responsbility belongs to the Clinica Director, but this distribution of subordinate tasks can
reduces hig’her workload.



